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strcT rni ^n5TO5r 

tlfec (Siase^ of JS^Rctia 


anffTHK^ 

EXTRAORDINARY 


(i) 

PART 11 —Section 3—Snb>section (t) 



MTft Lramm by authority 


ff. 7 IJ ^ Rwft, 'SWO 24, l«#5/<RTPJfT 5, 1»16 

No. 71) NEW DELHf, FRIDAY. FEBRUARY 24,1995/PHALGUNA 5, 1916 


TRTTW tftr <rfTTTiT i^^n^nr 

Pnfinr) 

fe^fr, 241995 

93 (*t) ;—Jmm wnftft 
1945 m ^ ?r?ftER ^ iTi^m 

Iwfi f^TPTf^ftRr T^T^, srWii jRn«nT 

4TnnfV flftrfwr, 1940 (1940 tt 23 ) aro 
12 ’flu HRT 33 ^ q^?arj?rR ifrrar % trw, 
*raT«rm, wr 2 , ^ 3, (j) rnfrer 17 

1904 IT KTRET % f^lBST tfl'T <TfT?rK 

Tram (wi^ f^wra) ^ nftr^fTT t. m.v\. 

fri, 467 (W), mftW 17 Tlf, 1994 % 5RT St ^h l ft l d 

iraT <irr, f^r^r ^ ^r*ft ^irfenff ^pt% 
JT'^nfer ^ ^ #Tn*RT ^ ?Trfi^ ^r, 

TTJPB lift sprar ^ rt *flf 

^rnsfer *rafir ^ ?nTiP?r % ^ trr^ gmr 

TraJ w *(■ t 


*iH Trim ^ irtwtsmrsifN- so-e-^l 

^ RT »r$ ift I 

tftr RRT Jim franrf tr Hto 

*r sm ?n#ff ?pTRT it r 

^ I 

tw:, m, dW srftifTxnT ^ mrr 

12 tflr tnrr 33 jm ’rFmf r Jrrrr rS 
1^, wHftr Tl4)'^ri 7T^11gT!P ^'rf ?! TTnm Rrt % 
imr?!; ?ihftr ^ nwra fjpni, 1945 ipr tftr 
Rfm R% T Pttt frrraT 

tT«rf^;— 

1. (1) Omf TT -TFT sfrqilr iftr JT^rraTT 
OTtTffr ( ^TTTr TT»fm) Om, 1995 

(2) & Tnrqra t ^ ^ 

I 

2- tMftr ?fTT srerarr Tnmft fTraa, 1945 (fn^ 
UTT ’TF'Tra ^ franr irar |) f^rarr 71 
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^—(^) OTHrMpScf T Tsi^IfT 

BET f%qT :— 


"'1^ ^ 

»r f ]) ?flT n Trr-fsfftfr^ 

^ ^3wm T 1^ wfvr^fT ir Rpq- 

% ftpr, ri[?I% 'PT- 

%e;-p»r % ?pfN- JPT q^nFFT f^Rr ■stptt 

7r?3T^ ^ TTiRcTTSt?^ fspft f^srftftrr^ 
% 'Tsr-f^iVm iw'T, nr ftsTR jn 
f^sTT'T ^rr ?rnjf^7n^ it RTrT^ m'I' f^pp/i 
spr sfWRr ?pt ’pr ^ ^ ?fpT ^ qn 

oiR^Tft'fp ftTsrnr it rttt 

%, fim% TTT ^*i'Tfij-MTPW Tr rp' ir 'TP 
*Tpr ^ sin^fR: ?;ftt i" 

(jg) % ’PI it JIT: 

Ttwif»R fw cfTT: fp rmr 5t;TTif^^ 

fflrnt it, "yff xttr %” t 'm’T qT 

!HR VT^ 5rrnir i 


3- fippi ^ fipUT I SOT. % ’IT il, "m 

Ti^fer TP^tT ’itr q--^»i fTTfi ^ qffr, qpj 
ift nt ’^TP^r Tf Ti%^ jp^’nr’T siftRiTfr r 

W'' % Riq- TT ‘'m tirt ;pt% ^ 

Ttw ftqts q:r afT, qtr ’tj q^Tst % ?!%>¥ trf^, 
aTfsTrrrt ttH i?t ttr ^ mftnrrrt 

^ 3lVTfe- qr JPTTSPT iTWtft R IrffPIFTT 
qr qqftarr t‘, ^’ft" ttr 'pj snr^ i 

'' {q. rTW-noi4/1 n/93-Tt jq. pq. ft^ tI,tti;, n;, ] 
shrsiT q^T, qqqq qfqq 

' Tftqfsr TftT jpmnr qiircft fqyq, 1945 , 1 - 5-79 
qqr qqr quftfiiq ’PT it ^qfT'iq qtr iftarr q-Rm 
(rrr f^qtq) ^qqi'f if fyrqii ql'qftr aqra^r 
TTRift, qfirfqqq ttV (ft.'fT.^r.pq.) vft 

qfiqfpq t. f 1 ^rqsqiq w fqqq't if 'qi^q 

% TTSIW qr>r-2, »3T (3) ti) if aqnfqq fqnrfiTprT 
!ifingfqqmif spt qmifijq f-Ttr qTr ^:— 


1 . qf. qq .fq. 

2 . Pi .a^^r.fq. 

3 . qv.YT.fq. 

4- qr. a>T. fif, 

5 . qT.qrr.fq. 

6. qT.TTT.fq. 

7 . qr.qq.fq. 
s. qr.qq.fq. 


1241, qpra' (.1-10-1979 
124 2, qrttiT E-10-1979 
1243, TrrP? 6-10-79 
1231, qPT'V i 2-10-39 
430, qrftqr i9--i-rio 
779, qrAqr 26 - 7-80 
540 (q), qifpa 22-9-80 

680 , qrttq' 5-12 80 


9 . qr.spT.^. 

10. qr.qq.fq, 

11 . qr.R.fq. 

12. qr.qrr.fq, 

13 . qr.qq.fq, 

14. qr.qrr.fq. 

15 . qr.qT,^. 

16 . qr.R.fq, 

17. qr.qr.fq, 

18. qr.qq.fq, 

19 . qr.R.fq. 

20. qr.R,'^. 

21. qr.qr.fq. 

22. qr.qq.fq, 

23 . qr.TT.fq. 

24 . qr.qr.fq. 

25. qr.R.fq. 

26. qr.qr.fq. 

27 . qr.qq.fq. 

28 . qr.qr.fq. 

29 . qr.TT.tq, 

30 . qr.'PT.fq. 

31 . qr.qq.fq, 

32. qr.qr.fq. 

33 . qr.qr.pT, 
.34. qr.aq.fq. 

35. qr.R.fq. 

36 . qT.T:T.fq, 

37. qr.qq.fq. 

38 . qr.qrT.fq, 

39. m.fq.fq, 

40. qr.TT.fq. 

41 . qr.qT.fq, 
..'2. qr.qq.fq. 

43. qr.^.fq. 

44. qr.qr.fq, 
43. qr.fT.fq, 

46 , qr.qq.fq. 

47 . qr.qq.lq. 
4 8 qr. qq.fq. 
4 9 . qr.qr.fq. 

50 . qr.R.fq, 

51. qT.qq.fq. 

52 . qr.^T.fq, 
,53. PT.TT.q. 

54 . qr.w.fq. 

55. qr.qr.fq. 

56 . qr.qiT.fq. 

57. qr.qq.fq. 


681 (q) qr^ 5-12-80 
68 2 (q), qrftq- 5-12-80 
27 (q), qrCtq 17 - 1 - 8 I 
478 (q), ?mtq 6-8-81 
02 fq), qift^ 15-5-82 
462 fq), qnYq 22 - 6-82 
510 (q), qrr?tq 26 - 7-82 
13 (q), qrt'ra' 26-7-82 
318 (q), qtfpq 1 - 5-84 
331 (q), qrtW 8-5-84 

460 (q), qntqr 20 -G -84 
4 87 (q), cTrfi'q 2-7-84 
89 (q), qr^tq 16-2-85 
788 (q),qTfR 10-10-85 

17 (q), qj^tq 7 - 1-86 
1049 (q), qnTq 29 - 5-86 

1060 (q), qrftq 5-9-86 
1115 (q), qrttq 30 - 9-86 
71 (q), qiAq 30-1-87 
570 (q), qrdq 12 - 6-87 

626 (q), qrOq 2-7-87 
792 (q), qRtq 17-9-87 
371 (q), qrftq 14 - 3-88 
75 (q), qipW 2 - 6-88 

675 (q), qrrtq 2 - 6-88 

676 (q), qiftq 2 - 6-88 

677 (q), qiTiq 2-6-88 
681 (q), qrttq 6-6-83 
735 (q), qrftq 24 - 6-88 
81 3 (q), qr^BT 27-7-88 

944 (q),qrTtq 21-9-88 (T[fe9q) 

43 (q), qiflq 20-1-89 (^Piaq) 

44 (q), qrttq 20-1-89 (^f^q) 

100 {q),qrrfq 14 - 2-89 (Tjf^nq) 

443 (q), qrikf 12-4-89 (it|_(4Mq) 

588 (q),qrOq 2-e-89 (^«qq) 

691 (q), qrOq 11-7-89 
784 {q),qRtq 28-8-89 

16 (q), qpftq 1-10-89 

731 (q), qpYq 23-8-90 
865 (q), qrOrq 25-10-90 
11 (q), dPtq 7-1-91 
223 (q), qpt’ir 19-4-91 
246 (q), qpw 1-5-91 

301 (q), qppg- 7-6-91 

302 (q), qpt^ 7-6-91 
491 (q), qN^q 25-7-91 

495 (q), qrtfq 25 - 7-91 
532 (q), qiftq 14-8-91 
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58 . ^rr.^.ffT. fi26 (w), fTTT^ 14-10-91 

59. ^TT.^FT.fH. 668 (w), 7-11-91 

60. 730 (!r), fTKlr'g'10-12-91 

61. HT.SFT.'I^T. 59 (5T),fnfra’ 22-1-92 

■ 62 . 6T.i^rr.f^. 305 (?r),Tr^r^j 4 - 3-92 {st^t-ji) 

• 63 . 4-15 {?r),?nTVs 30 - 4-92 

■64. 6T.^.f^r. 597 (w), fTT^tT 17-6-92 
•65. 663 (?r),rTr^V5 3-7-92 

66. 6T.»FT.fJr. 723 (?r),5rT#T 11-8-92 

67. ^TT.^.'Pr. 796 (w), 1-10-92 

.68. 87 7 (sr), 17 -1 1-92 

69. frr.jpT.ffT. 904 (ff), frrfiTg 2 - 12-92 
■^0. 923 (w), U-I2-92 

71. ?rT.5f>T.fvr. 27 (sr), 22-1-93 (vrf^) 

72. »n'.^T.f?T. 28 (w), 22-1-93 

73. 6T.JpT.ft-. 86 (w), 26-2-93 

74. 6T.JPT.ft. 296 (?r), ^TTTt^ 24-3-93 

75. ^rr.^.ft. .37.1 {?t), 13 - 4-93 (sifavf^) 

76- 67.^.ft. .374 (?r),^T^yT 13-4-93 

77 . TlT.JPT.ft. 447 (W), cntm 10-6-93 {^ffirra) 

78. 6T.JFT.ft. 658 (?r),?n^»9r 19-10-93 

79. gr.Jpr.ft. 673 (sr), JTTrtJJ 27-10-93 

.60. 6T.JpT.ft. 108 (*T), fTTTftr 22-2-94 
81.%.^.ft. 109 {?r), ?rr%r 22*2*94 
.62. 6T,JFT.ft. 370 {?r), 7-4-94 

8 3. m.^.ft. 466 (ff) 17 - 5-94 

84- TrT.6T.ft. 61 5 (^T), 9- 8-94 

85. 6T.^T.ft. 659 {?r), TTltlJJ 30-8-94 
86 - TTT.^T.ft. 676 (st) (TTftJsT 6-9-94 
87. TlT.JpT.ft. 811 (sT), ?rT#f 14-11-94 
,8 8. TTT.^.ft. 812 (w), fTT^fl 14-11-94 
,89. TTT.^.ft. 850 (*r), 7-12-94 

MINISTRY Of HEALTH AND FAMILY WELFARE 

iDepai'tnient of MealtliJ 

New Delhi, the 24lh February, 1995 

G.S.R. 93 (Ei.— Whereas a draft of certain rules further to 
amend the Drugs and Counetics Rules, 1945 was published as 
required by Sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), with the Notification of llie Oovei'u- 
ment of India, in the Ministry of Heidch and Family Welfare 
(Department of Health) No. (3SR 467 (B) dated tho I7lh 
May> 1994, in the Gazette of India, Extraordinary Part _1J, 
Section 3, sub-section (i), dated the I7th MaXt 1994 inviting 
objections and suggestions from all persons likely to^ be affec¬ 
ted thereby before tbe expiry of period of sixty days from 
the date on. which the cities of the Official Gazelle were 
made available to the public. 

And whereas the copies of the said Gazette were inaSc 
available to the public on 30-6-94, 


^nd whereas objections and puggestions ixcelved from the 
public on the said draft rules hava been taken into considcra- 
lion by the Central Government. 

Now, thei'eforc, in exercise of the powers cojiferred by the 
St'cHi'jn J2 and 33 of the said Act, the Central Govern ment, 
?if:ef consullatioQ with the D^uJ ^5 Technical Advisory Board, 
hereby makes the following rules farther to amend the Drugs 
and Co^rnetica Rules, 1945, namely 1“ 

T These rules may he called the Drugs and Cosmetics 
Ulnd Amendment) Rules, 1995. 

(2) They shall come into force on the date of their pub¬ 
lication in the Official Gazette. 

2, In ihe Dinigs and Cosmetics Rules, 1945, (hwreiaafter 
rcfciTcJ to as the said rules), in rule 71—(a) the following 
proviso shall be iuserlcd after the first proviso, namely :— 

^'provided further that for drugs other than those sped* 
fied ID Schedule C, CtlJ and X and meant for veteri¬ 
nary use, the wholo-tixne employee under whose 
Supervision the manufacture ia conducted shall be a 
Graduate in Veterinary Science or Pharmacy or 
General Science or Medicine of a University recog¬ 
nised by the Central Government and who has had 
alleast three years practical experience in the mami’ 
facture of drug?: excluding Graduate in Pharmacy 
vvho shall have atleast eighteen months practical ex¬ 
perience in the manufacture of drugs/’ 

di) the second proviso shall be renumbered as thiid pro¬ 
viso and in ihe third proviso so renumbered, for the 
word ^Turthcr”* the word "also” shall be substituted, 

3, In rule I50-E of the said rules, in clause (g), after the 
words, *4he approved inslitulion shall furnish the approving 
authority” the wortfs "and the licensing authority of the Statei 
where tbe manufacturer and/or sender of the drpg or cosmetie 
is located"' shall be inserted. 

[No. T-nni4/13/93-DMS & PFA] 
SHAIJ.AJA CHANDRA, Jt. Secy, 

Note : The Drugs & Cosmetics Rules, 1945 as amended 
UplO 1-5-1979 is contained in the publication of the Ministry 
of Health & Family Welfare (Dopartment of Health) contaillr 
ing the Drugs & Cosmetics Act and the Rules (PDQHS-61). 
Subsctjuently the said rules have been amended by the follow¬ 
ing notiDcaiions published in Port IF, Section 3, Suh-scctinn 
(i) of the Gazette of India, namely' :— 

I* OSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3, GSR 1243 dated 6-10 1979 

4. GSR 1281 dated 12-10-1979 

5, GSR 430 daiedf 19-04-1980 

0. GSR 779 dated 26-7-1980 

7. GSR 540(F> dated 22^9-1980 

8. GSR 680 (H) dated 5-12-1980 

9. GSR 63J(E) dated 5-12-1980 

JO. GSR 682rE) dated 5-12-1980 

11, GSR 27(0) dated 17-1-1981 

J2. GSR 478(E) dated 6-8’I981 

13, GSR 62(E) dated 5-2-1982 

14, GSR 462(E) dated 22-6-1982 

15, GSR 510(E) dated 26-7-1982 

J6. GSR 13(E) dated 7-1-1983 

17, GSR 318(E> dated 1-5-1984 

18, GSR 331fE) dated 8-5-1984 

19, GSR 460(E) dated 20-6-1984 

20, GSR 487(E) dated 2-7-1984 

21, QSR S9tE) dated 16-2-1985 
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22. GSR 778CE) dated 10-10-1985 

23. OSR 17(E) dated 7-1.1986 

24. GSR 1049(E) dated 29-8-1986 

25. OSR 1060(E) dialed 3-9-1986 

26. OSR lllSCEi dated JO-9-1986 

27. OSR 71(t) dated 30-1-1967 
26 . GSR 570(E) ddted 12-6-1987 

29. OSR 626(E) dated 2-7-1987 

30. GSR 792CE) dated 17-9-1987 

31. OSR 371(E) iatod 24-3-1988 

32. OSR 7S(E) dated 2-6-1988 

33. OSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. OSR 677(B) dated 2-6-1988 

36. OSk 660(E) dated 6-6-1988 

37. GSR 735(E) dated 24-6-1988 

38. OSR 8i3{E) dated 27-7-1988 

39. O^ 944(E) dated 21-9-1988 Coiriseudum 
41). GSR 43(E) dated' 20-1-1989 Coiilipnduin 

41. GSR 44LE) dated 20-1-1989 CorriBendum 

42. GSR 100(E) dated 14-2-1989 CorrigdiiduttL 

43. OSR 443(R) dated 12-4-1989 

44. dl^R 588(B) dated 2-6-1989 Corrigendum 

45. OSR 691(E) dated 11-7-1989 

46. OSR 784(B) dated! 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. CSR 731(E) dated 23-8-1990 

49. OSR 86S{E) dated 25-10-1990 

50. OSR IKE) dated 7-M990 

51. OSR 223(E) dated 19-4-1991 

52. OSR 246(E) dated 1-5-1991 

53. OSR 301(E) dated 7-6-1991 

54. OSR 302(E) dkted 7-6-1991 

55. CSR 49UEJ dated 25-7-1991 


56. OSR 495(B) dated 23-7-1991 

57. OSR 532(E) dated 14-8-1991 

58. OSR 626(B) dated' 14-10-1991 

59. OSR 668(B) dated 7-11-1991 

60. GSR 730(E) dated 10-12-1991 

61. GSR 59(E) dated 22-1-1992 

62. OSR 305(B) dated 4-3-1992 (Corrigeadum) 

63. OSR 445(E) dated 30-4-1992 

64. OSR S97(E) dated 17-6-1992 

65. GSR 663(B) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. OSR 796(E) dated 1-10-1992 

68. OSR 877(E) dated 17-11-1992 

69. OSR 904(B) dated 2-12-1992 

70. OSH 923(B) dated 14-12-1992 

71. OSR 27(E) dated 22-I-J993 (Corrlaendmn) 

72. CSR 28(E) dated 32-t-T993 

73. OSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. OSR 373(E) dated 13-4-1993 (Corrlgendiiffl) 

76. GSR 374(E) dated 13-4-1993 (Corrigeildum) 

77. GSR 447(E) dated 10-6-93 (Corrigendum) 

78. CSR 658(E> dated 19.10-93 

79. CSR 673(E) dated 27-10-93 
60. OSR 108(E) dated 22-^94 

81. GSR 109(E) dated 22-2-94 

82. GSR 370(E) dated 7-4-94 

83. OSR 466(E) dated 17-5-94 

84. OSR 615(E) dated 9-8-94 

85. CSR 659(E) dated'31-8-94 

86. C$R 676(E) dated 6-9-94 

87. OSR 811(E) dated 14-11-94 

88. CSR 812(E) dated 14-11-94 

89. GSR 850(E) dated 7-12-94. 
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